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CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories Ltd.
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTH®UKAT AHAJIH3A ~ Www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoayKT: Keropon" (keTopoiak) pacTeop Julst BHYTPHBCHHOIO M BHYTPHMBLILUCHHOTO peejieHns, 30 Mr/mn
Batch No / 1 V221062 Batch Quantity / : 272727ampules /
Cepus Ne O6beM cepHl 272727 amyn
Analytical Report No / : 890001634187 Date of Analysis / : 14.12.2022
ApagaTHdeckuii oTueT Ne JlaTta aHau3za
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JlaTa npoH3BOACTBA I'ogen no

Analysis performed according ND / Anans npoBe/ied 1o

HJL: JIT1-001365-170222
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Test / Iloka3zaTesb

| No
Ne

Results / Pe3ynbTaThl

Specification / Hopma

1 Description / Onucanue

Clear  colorless  solution.  /
[Tpo3pauHblil 6ecUBETHBIH PACTBOP.

Clear colorless to pale yellow solution.
/ Tlpospa4blii GeCLBETHBIH MM
CBETIO-XENTHIH pacTBOp.

2 Identification /
IMoaJIMHHOCTDH

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / BpemeHa
yIEeP)KUBAaHUA OCHOBHBIX ITMKOB Ha
Xpomarorpamme HCIIBITYEMOro
pacTBOpa COOTBETCTBYKYL BpEeMEHaM
yIepXHBaHHA OCHOBHBIX MHKOB Ha
XpomaTrorpamme CTaHZAPTHOLO
pacTBOpa KeTopoiiaka TpOMeTaMHHa
U HanpoKceHa (paznen
«KomaecTBEHHOE OTIPEASTEHHEN)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
yAepKUBAHNA OCHOBHBIX TIMKOB Ha
XpoMaTorpaMme UCTIBITYEMOTO
paCIBOpY  MOJLKHBEL COOTBCTCTBODATL
BpEMEHaM YIePXKMBaHUs OCHOBHBIX
NIUKOB Ha XpoMaTorpaMme
CTAaHAApTHOrO PacTBOpa KeTopoJaka
TpOMeTaMMHA M HampokceHa (pasien
«KonuaecTBEHHOE OTIPeIeNeHHE)

3 Clarity / IlpozpauHOCTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHIMA
npenapara He JOJDKHA NPEBhIIIATh
OnaJecleHIUIO STaNoHa cpaBHenHA L.

4 Color / 11peTHOCTb 0.05 Not more than 0.20 at 430 nm. /
He 60mnee 0,20 ripH JUIMHE BOJIHBI
430 M.

5 pH 7.35 From 6.9 to 7.9./ 01 6,9 1o 7.9.

Remarks: The Product confirms to ND/
[Tpumeuanue: [IpoayKT COOTBETCTBYET Tpebosannam HIL

Conclusion: APPROVED /
3akmouensne; OJJOBPEHO

Prepared by /
[Moarotoenexo: Ramakant

Checked by /
ITposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTeb

Amit Kumar s No—
A

HFouls
Reprint Date /

JaTa:14.12.2022

Reprint Date /
Jlara: 14.12.2022

Reprint Date /
Jara : 14.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CEPTUOHUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrt: Ketopon® (keToponiak) pacTBop Jisi BHYTPHBEHHOTO ¥ BHYTPHMBILUEYHOIO BBEICHHM, 30 Mr/Mi1
Batch No / : V221062 Batch Quantity / : 272727ampules /
Cepus Ne Ob0bem cepun 272727 amnyn
Analytical Report No / : 890001634187 Date of Analysis / : 14.12.2022
Ananurnuyeckuii oryer Ne JlaTa aHanu3a
Date of Manufacture / : Nov.2022 Date of Expiry / ¢ Oct.2025
JaTa npon3BoOACTBAa T'open no
Analysis performed according ND / Ananu3 nposeaen mo HJI: JII1-001365-170222
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Any unspecified impurity /

Below Limit of Detection (LOD = 0.014 %) /

6 Particulate matter / MexaHu4eckne BKJIIOYeHUS
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
BuauMele 4acTHLIBI B cooTBeTCTBUH ¢ TpeOOBaHUAMU.
6B Invisible particles /
HeBnoumsie yacTHLIBL:
i. Particles > 10 pm/ 39 not more than 6000 per ampoule /
YacTui pasMepom > He 6onee 6000 Ha aMITyny;
10 Mxm
ii. particles>25 pm/ 02 not more than 600 per ampoule /
YaCTHUIl pa3MepoM > He 6o0ee 600 Ha aMnyny.
25 MKM
7 Related substances / PoacTBeHHbIe IpUMECH
Impurity A / Tlpumecs A 0.15% not more than U.20% / He bornee
0,20 %;
Impurity B / I[Ipumecs B Below Limit of Detection (LOD = 0.014 %)/ not more than 0.50 % / He 6onee
Hmxke npesena o6Hapyxenus (I10 =0.014 %) 0.50 %:
Impurity C / Ilpumecs C Less than LOQ (LOQ = 0.033 %) / Huxe not more than 0.50 % / ne Goiee
npeaena KoNUYECTBCHHOrO ONpEACICHUA 0 50 (y .
(TTKO = 0.033 %) ’ 0
Impurity D / [Tpumecs D not more than 0.20 % / He O6ojee

Huxe npenena o6uapyxenus (ITO = 0.014 %) 0,20 %.

Not more than 0.20 % / He Ooree

EnvHudHas HeMICHTUUIH- 0,20 %.

pOBaHHas MPUMECH 0.07%

Total impurities / Cymma 0.27% Not more than 1.50 % / He Gonee
npuMecei 1,50 %.

Remarks: The Product confirms to ND/
[Tpumeuanue: Ipoaykt cootsercTByeT TpebosanusaM HJI

Conclusion: APPROVED /
3axkawuenne: OJOBPEHO

Prepared by /
IToarorosneno: Ramakant f‘

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurensb

Amit Kumar Y

Reprint Date /
Hata:14.12.2022

Reprint Date /
Jarta: 14.12.2022

Reprint Date /
Hara : 14.12.2022
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CEPTUOPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Kertopon® (keToposiak) pacTBOp 4715l BHYTPHBEHHOTO H BHYTPUMBILIIEYHOrO BBEACHHUS, 30 Mr/M
Batch No / 1 V221062 Batch Quantity / : 272727ampules /
Cepus Ne O0Bem cepau 272727 amnyn
Analytical Report No / : 890001634187 Date of Analysis / 1 14.12.2022
AHajautHueckuii orueT Ne Jlata anannza
Date of Manufacture / : Nov.2022 Date of Expiry / ¢ Oct.2025
Jarta npou3BojcTBa T'onen ao

Analysis performed according ND / Anann3 nposeaen mo HJI: JI[1-001365-170222
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8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Biexaemblii 06bemM He Menee nomunansHoro (1,0 mm)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepnanbHble <=0.725 ED/mMr tromethamine. / He 6onee 5,8 ED/Mr
SHAOTOKCHHBI KETOpoJiaKa TpOMeTaMHHa.

10 Sterility (every 15th batch) / Must be sterile. / JlomxkeH OBITb
CTrepuIbHOCTD (A5 KAXKI0H COMPLIES CTEPIIBHEBIM.
15-oii cepum)

11 Assay / KosinuecTBeHHOE 29.26 mg/29.26 Mr From 270mg to 33.0mg of

onpeeseHue Ci5H13NO3- C4H1 1 NOs (ketorolac
tromethamine) per 1 mL./ Ot 27,0 Mr
1o 33,0mr C;5H;sNOs C4H1NO;
(keToponaka TpoMeTaMuH) B 1 mn.
12 Alcohol content / ITaHon From 10.60 % to 12.60 %. /
11.60 % Ot 10,60 % nmo 12,60 %.

Remarks: The Product confirms to ND/

[Mpumeuanue: [Iponykt cooTBercTByeT TpedboBanuam HJI

Conclusion: APPROVED /
3akarouenne: OJJOBPEHO

Prepared by /
IToarororneno: Ramakant

RS

Checked by /
Iposepeno: Pardeep Kumar

= —

Approved by: Manager/Executive /
Omo6peno: Menemkep / PykoBoaurensb

Amit Kumar / e
e

Reprint Date /
Hara:14.12.2022

Reprint Date /
Jara: 14.12.2022

Reprint Date /
Jlara : 14.12.2022
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AHATHTHYECKHIT oTueT Ne

JlaTa aHa/M3a

CEPTUOHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBop i BHYTPUBEHHOTO U BHYTPUMBIILEYHOTO BBeeH s, 30 Mr/mi
Batch No / 1 V221062 Batch Quantity / : 272727ampules /
Cepun Ne O6bem cepHH 272727 amnyn
Analytical Report No / : 890001634187 Date of Analysis / 1 14.12.2022

Date of Manufacture /
JlaTa npou3BOACTBA

: Nov.2022

T'oxen no

Date of Expiry /

: Oct.2025

Analysis performed according ND / Ananu3 nposeaen mo HJI: JII1-001365-170222
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13 Packaging / YnakoBka

1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring
and point in the upper part of
ampoule. A label is attached to

ampoule.
10  ampoules and a patient
information leaflet in a

PVC/aluminum blister.

1 blisters in a carton pack. /

Ilo 1 wMan B aMmOoyiael U3
CBETO3ALUTHOTO cTeia
kopuuHeBoro kinacca I (USP). B
BepXHEH YacTH aMITynbl HAaHECEHBI
KONIBII0 U TOYKa AN pasnoMma. Ha
amIyNy HakJIEHBarOT STHKETKY.

ITo 10 aMmyn ¢ HHCTpYKUHMEN IO
MPUMEHECHUIO LIOMELIAKT
B [IBX/antoMunuersiii 61ucTep.

ITo 1 6iucTepy B MadKy KapTOHHYIO.

1 mL in class I light-shielding amber
or dark amber glass ampoules (USP).
A cut ring and point in the upper part
of ampoule. A label is attached to
ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

Ilo 1 MI B aMoyisl M3
CBETO3ALIUTHOTO CTEKIa KOPHYHEBOTO
WIH  TEMHO-KOPHYHEBOTO  IIBETa
kmacca I (USP). B BepxHeil yactu
aMmIyJibl HaHECEHBl KOJBLIO M TOYKa
IUta paznoMa. Ha amnylly HaKJIeuBaror
TUKETKY.

[Io 10 amoyn ¢ HHCTpyKUHeH no
HMPUMEHEHUIO MOMELIAI0T
B IIBX/antoMuHMEBBI ONMHCTED.

Ilo 1 6nucTepy B MayKy KapTOHHYIO;
uia  cralpoHapoB: mo 2, 3, 5
61CTEPOB B TaYKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBerctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiueHHOM
OT CBeTa MecTe npu TemmepaType He Boilre 25 °C. He 3amopaxuBarth.

16 Shelf-life / Cpok roaHocTu

3 years. / 3 roaa.

Remarks: The Product confirms to ND/
ITpumeuanue: IIponykT coorBeTcTBYeT TpeboBanusm HJT

Conclusion: APPROVED /
Jaxmouenue: OJJOBPEHO

Prepared by /
IMToxrorosneno: Ramaka

@aﬂ@

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Meuenxep / Pykosoaurelb
Amit Kumar r\w

=

Reprint Date /
Jara:14.12.2022

Reprint Date /
Jara: 14.12.2022

Reprint Date /
Jata : 14.12.2022
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